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1. 



This international preliminary examination report has been prepared by this International Preliminarv Pxamininn 
Authonly and is transmitted to the applicant according to Article 36. >niemaiionai preliminary Examining 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims andA>r drawlnos which havA 

?«tTp.?L^Tn^^^^ ^l^'^ '^^"^ ^"^^^ containing rec if icatTonfrnSe beT^^^^ 

(see Rule 70.1 6 and Section 607 of the Administrative Instructions under the PC-O- Autnonty 

These annexes consist of a total of sheets. 



This report contains Indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty. Inventive step and industrial applicability 
Lack of unity of invention 

SnnTi^* o^^^^ Rule 66.2(a)(il) with regard to novelty, inventive step or Industrial applicability- 

citations and explanations supporting such statement «HHNuaumiy, 

Certain documents cited 

Certain defects in the Intemational application 

Certain observations on the intemational application 
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I. Basis of the report 

^ ■ ^l^rLt^fl,il°A^ elements of the International application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as^riMva^^^ 
and are not annexed to this report since they do not contain amendments (Rules 70 16 and 70 ifjf.'"^"^ "'^^ 



Description, Pages 
1-16 

Claims, Numbers 
1-9 



as originally filed 



as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authoritv in tho 
language .n which the intemational application was filed, unless othenvise iY.dS undefthfe i^^^^^^ ^ 

These elements were available or furnished to this Authority in the following language: . which is: 

□ the language of a translation furnished for the purposes of the intemational search (under Rule 23.1 (b)). 

□ the language of publication of the International application (under Rule 48.3(b)). 

° !?ul^5T2\^nc?orV55)^'^^'°" ^"'"'^"^'^ ^""^""^ °^ international preliminary examination (under 

^" nucleotide andtor amino acid sequence disclosed in the intemational aoDlication the 

international preliminary examination was carried out on the basis of the sequence listinSf 



□ 
□ 



contained in the intemational application in written form, 
filed together with the intemational application in computer readable fomi. 

□ furnished subsequently to this Authority in written forni. 

□ furnished subsequently to this Authority in computer readable fomi. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

This report has been established as if (some of) the amendments had not been made since thev have 
been considered to go beyond the disclosure as filed (Rule 70.2(c)). ^ 

Sp^Atf ^^''^'^^''^^^^^^ ^ and annexed to tMs 



5. □ 



6. Additional observations, if necessary: 
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IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied with and chose, accordina to 

Rule 68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 

IS 

□ complied with. 

13 not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of international oreliminarv 
examination in establishing this report: k «»y 

^ all parts. 

□ the parts relating to claims Nos. . 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicabilitv- 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-6 




No: 


Claims 


7.9 


Inventive step (IS) 


Yes: 


Claims 


1-6 




No: 


Claims 


7-9 


Industrial applicability (lA) 


Yes: 


Claims 


1-9 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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POINT V. 



The following documents . quoted in the I.S.R., have been considered as relevant for 
the examination of the present application . Their numbering will be adhered to for the 
rest of the procedure. 



(1 ) WO-A- 98 1 4447 , cited in the application 

(2) WO-A-01 18231. 

(3) EP-A-0 439 779 , cited in the application. 
1. Novelty. 



.1 In view of the fact that the process on file merely differs from the content of (1 ) 
(refer especially to page 13 line 16 to page 14, line 7 of (1)) by the use of a 
specific chlral a-N.N-dlBoc-aminoxy-y-butyrolactone for the obtention of the 
desired chlral end product . namely the compounds of type A or B , the claimed 
matter can be regarded as novel with respect to the content of (1). 

.2 (2) (refer especially to example 7 of (2), refer also to claims 1 and 3 of (2)) does 
not disclose the making of the chiral compounds A or B , but discloses the 
preparation of the starting material useful for the purpose of the preparation of the 
chiral y-butyrolactone involved in the preparation of the chiral compounds A and 
B and as such , affects the novelty of claims 7 and 9 even if those claims refer on 
claims 1-6 . 

Since the end products of claims 7-9 are the (S) or (R) enantiopure a-hydroxy-y- 
butyrolactone , which are not the chiral a-N,N-diBoc-aminoxy-Y-butyrolactone 
which are used in claim 1, the reference to claims 1-6 as mentioned directly or not 
in claims 7 and 9 cannot be interpreted as a dependence and as such claim 7 
has to be considered as an independent claim and claims 8 and 9 as dependent 
on claim 7 only. Nevertheless , the content of (2) does not affect the novelty of 
the other claims on file. 



.3 The same conclusions as for (2) can be drawn from the content of (3) which 
discloses a process to prepare the (R) and (S) enantiomers of a-OH-y- 
butyrolactone (see example 1 of (3)) but not the making of the claimed chiral 
compounds A or B. Consequently to the preceding , claims 7 and 9 lack novelty , 
whereas the other claims not. 
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2. Inventiveness. 



As can be seen from the contents of the documents quoted above , the preparation of 
the chiral isomers (compounds A and B ) is neither disclosed nor suggested and as 
such . claims 1-6 are inventive , whereas claims 7-9 lack inventiveness because , even 
if rendered novel , they are based upon analogy with respect to the content of (2) and 



3. Formal points. 



4.1 For the sake of clarity and in the regional proceedings to come , it might be 
preferable to insert a clear definitions of all the compounds involved by present 
processes as well as clear definitions of the transfomiation steps which link those 
compounds to each other in the text of the claims. 

4.2 Document (2) should be mentioned and briefly discussed in the description when 
the application will reach the regional European proceedings. 

POINT iV. 



Lack of unity. 



The Applicant is already warned that he will face a non unity objection in the regional 
proceedings because , as stands and as can be deduced from the previous points , 
present application deals "de facto" with 2 different problems which are not linked to' 
each other by the same inventive concept . namely to provide chiral enantiomers of the 
compounds of type A and B by means of the process of claims 1-6 or to provide 
(possibly ) a new synthetic path for the known (R) and (S) enantiomers a-OH-y- 
butyrolactone of (2) and (3). 
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